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1600 Clifton Road NE., MS C–17, At-
lanta, Georgia, 30333 or 404–639–3466. 

[78 FR 43820, July 22, 2013] 

§ 7.5 Payment procedures. 

An up-to-date fee schedule and in-
structions for terms of payment are 
available from the Division of Sci-
entific Resources, Centers for Disease 
Control and Prevention, 1600 Clifton 
Road, MS C–17, Atlanta, Georgia 30333 
or 404–639–3466. Any changes in the fee 
schedule will be published in the FED-
ERAL REGISTER. The fee must be paid in 
U.S. dollars at the time that the re-
quester requests the biological ref-
erence standard or biological prepara-
tion. 

[78 FR 43820, July 22, 2013] 

§ 7.6 Exemptions. 

State and local health departments, 
governmental institutions (e.g., State 
hospitals and universities), the World 
Health Organization, and ministries of 
health of foreign governments may be 
exempted from paying user charges, 
when using biological standards or bio-
logical preparations for public health 
purposes. 

PART 8—CERTIFICATION OF 
OPIOID TREATMENT PROGRAMS 

Subpart A—Accreditation 

Sec. 
8.1 Scope. 
8.2 Definitions. 
8.3 Application for approval as an accredita-

tion body. 
8.4 Accreditation body responsibilities. 
8.5 Periodic evaluation of accreditation 

bodies. 
8.6 Withdrawal of approval of accreditation 

bodies. 
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8.11 Opioid treatment program certifi-
cation. 

8.12 Federal opioid treatment standards. 
8.13 Revocation of accreditation and accred-

itation body approval. 
8.14 Suspension or revocation of certifi-

cation. 

8.15 Forms. 

Subpart C—Procedures for Review of Sus-
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of an Accreditation Body 

8.21 Applicability. 
8.22 Definitions. 
8.23 Limitation on issues subject to review. 
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cial’s response. 
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ten arguments. 
8.27 Opportunity for oral presentation. 
8.28 Expedited procedures for review of im-

mediate suspension. 
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tions by reviewing official and calcula-
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edies. 

AUTHORITY: 21 U.S.C. 823; 42 U.S.C. 257a, 
290aa(d), 290dd–2, 300x–23, 300x–27(a), 300y–11. 

SOURCE: 66 FR 4090, Jan. 17, 2001, unless 
otherwise noted. 

Subpart A—Accreditation 

§ 8.1 Scope. 

The regulations in this part establish 
the procedures by which the Secretary 
of Health and Human Services (the 
Secretary) will determine whether a 
practitioner is qualified under section 
303(g) of the Controlled Substances Act 
(21 U.S.C. 823(g)) to dispense opioid 
drugs in the treatment of opioid addic-
tion. These regulations also establish 
the Secretary’s standards regarding 
the appropriate quantities of opioid 
drugs that may be provided for unsu-
pervised use by individuals undergoing 
such treatment (21 U.S.C. 823(g)(1)). 
Under these regulations, a practitioner 
who intends to dispense opioid drugs in 
the treatment of opioid addiction must 
first obtain from the Secretary or by 
delegation, from the Administrator, 
Substance Abuse and Mental Health 
Services Administration (SAMHSA), a 
certification that the practitioner is 
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